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FY 2019

Real Time Report

pursuant to the

Medical Device User Fee Amendments

as amended by the FDA Reauthorization Act of 2017



Acronyms

FD&C Act — Federal Food, Drug, and Cosmetic Act
FDA — Food and Drug Administration

FDARA - FDA Reauthorization Act of 2017

FY — Fiscal Year (October 1 to September 30)
MDUFA - Medical Device User Fee Amendments
Q1 — Quarter 1 (October 1 to December 31)

Q2 - Quarter 2 (January 1 to March 31)

Q3 — Quarter 3 (April 1 to June 30)

Q4 — Quarter 4 (July 1 to September 30)



Background

On August 18, 2017, the FDA Reauthorization Act of 2017 (FDARA) (Public Law 115-52) was
signed into law. FDARA amended the Federal Food, Drug, and Cosmetic Act (FD&C Act) by
revising and extending the user fee programs for human drugs, biologics, generic drugs,
medical devices, and biosimilar biological products.

Section 738A(a)(1)(A)(iii) of the FD&C Act, as amended by section 903 of FDARA, requires the
Food and Drug Administration (FDA) to provide “Real Time” reporting, posted on a quarterly
basis, of guidance documents and public meetings related to the process for the review of
devices.

Real Time Reporting Under Section 738A(a)(1)(A)(iii) of the FD&C Act

This report is being issued pursuant to the requirement of Section 738A(a)(1)(A)(iii) of the FD&C
Act, which states:

“Not later than 30 calendar days after the end of the second quarter of fiscal year 2018, and
not later than 30 calendar days after the end of each quarter of each fiscal year thereafter,
the Secretary [of Health and Human Services] shall post...on the internet website of the
Food and Drug Administration...

¢ “The number and titles of draft and final guidance on topics related to the process for the
review of devices, and whether such guidances were issued as required by statute or
pursuant to the letters described in section 201(b) of the Medical Device User Fee
Amendments of 2017; and

e “The number and titles of public meetings held on topics related to the process for the
review of devices, and if such meetings were required by statute or pursuant to a
commitment under the letters described in section 201(b) of the Medical Device User
Fee Amendments of 2017.”



Medical Devices

Guidance Documents

Pursuant to the MDUFA IV Commitment Letter,! the table below includes all FDA guidance
documents issued in the specified quarter related to the devices program. Pursuant to section
738A(a)(1)(A)(iii) of the FD&C Act, guidance documents that are related to the process for the
review of devices and whether they are required by statute or are being issued pursuant to the
MDUFA IV Commitment Letter are indicated as such. The table also indicates whether a
guidance document is on the Center for Devices and Radiological Health’s annual agenda of
guidance documents (known as the A/B List).2

Table 1: Draft and Final Guidance Documents Related to the Devices Program for FY 2019

Related to the Required by Statutory or
Quarter Date Process for Statute or Commitment

Title & Website Link A/B List

Issued Issued the Review of Commitment | Letter Citation
Devices Letter (if applicable)

Content of Premarket Submissions
for Management of Cybersecurity in
Medical Devices - Draft Guidance for
Industry and Food and Drug
Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM623529

10/18/2018 Yes No N/A A-List

Q1

Unique Device Identification: Policy
Regarding Compliance Dates for
Class | and Unclassified Devices and
Certain Devices Requiring Direct
Marking - Immediately in Effect
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM592340

Q1 11/05/2018 No No N/A A-List

Recommendations for Dual 510(k)
and CLIA Waiver by Application
Studies - Draft Guidance for Industry
grt']adﬁFood and Drug Administration 11/29/2018 No3 No N/A A-List
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM586502

Q1

' www.fda.gov/downloads/Forlndustry/UserFees/MedicalDeviceUserFee/UCM535548.pdf; see section VI
(Performance Reports)

2 www.fda.gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm580172.htm

3 CDRH policy is to say ‘no’ unless the guidance document is 100% (or almost 100%) related to the process for the
review of device applications. The CLIA aspects of this guidance are not related, whereas the 510(k) aspects are.

4 A Risk-Based Approach to Monitoring of Clinical Investigations Questions and Answers: Draft Guidance for Industry
was added in the Q3 report. This guidance was inadvertently excluded from the Q2 report.
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Related to the Required by Statutory or
Quarter Date Process for Statute or Commitment

# Issued [USACANESHEIEINK Issued the Review off Commitment | Letter Citation el

Devices Letter (if applicable)

Select Updates for Recommendations
for Clinical Laboratory Improvement
Amendments of 1988 (CLIA) Waiver
Applications for Manufacturers of In
Vitro Diagnostic Devices - Draft
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM586506

Self-Monitoring Blood Glucose Test
Systems for Over-the-Counter Use -
Draft Guidance for Industry and Food
5 Q1 |and Drug Administration Staff 11/30/2018 Yes No N/A A-List
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM626742

Blood Glucose Monitoring Test
Systems for Prescription Point-of-
Care Use - Draft Guidance for
Industry and Food and Drug
Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM626743

User Fees and Refunds for
Premarket Approval Applications and
Device Biologics License Applications
- Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM345633

Manufacturing Site Change
Supplements: Content and
Submission - Final Guidance for
Industry and Food and Drug
Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM467414

Breakthrough Devices Program -
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM581664

Coordinated Development of
Antimicrobial Drugs and Antimicrobial
Susceptibility Test Devices -
Guidance for Industry and Food and
Drug Administration Staff 2/1/2019
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/coordinated-development-
antimicrobial-drugs-and-antimicrobial-
susceptibility-test-devices-0

Sec. 3057 of the
11/29/2018 No Yes 21st Century A-List
Cures Act

11/30/2018 Yes No N/A A-List

12/12/2018 Yes No N/A A-List

12/17/2018 Yes No N/A A-List

Sec. 3051 of the
21st Century
12/18/2018 Yes Yes Cures Act (Sec. A-List
515B(f) of the
FD&C Act)

10 Q2 Yes No N/A A-List
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Related to the
Quarter Date Process for

Issued Title & Website Link Issued the Review of

Devices

Safety and Performance Based
Pathway - Guidance for Industry and
Food and Drug Administration 2/1/12019
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM604195

11 Q2 Yes

Required by
Statute or
Commitment
Letter

No

Statutory or
Commitment
Letter Citation
(if applicable)

N/A

A/B List

A-List

The Least Burdensome Provisions:
Concept and Principles - Guidance
for Industry and FDA Staff 2/5/2019
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM085999

12 Q2 No?

No

N/A

A-List

Principles of Premarket Pathways for
Combination Products Draft Guidance
13 Q2 |for Industry and FDA Staff 2/6/2019 No?
www.fda.gov/downloads/Regulatoryln
formation/Guidances/UCM630458.pdf

No

N/A

N/A

Intent to Exempt Certain Unclassified
Medical Devices from Premarket
Notification Requirements - Guidance
for Industry and Food and Drug
Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM407292

14 Q2 2/8/2019 Yes

No

N/A

N/A

Evaluation of Devices Used with
Regenerative Medicine Advanced
Therapies; Guidance for Industry
15 Q2 |www.fda.gov/BiologicsBloodVaccines | 2/15/2019 Yes
/GuidanceComplianceRegulatorylnfor
mation/Guidances/CellularandGeneT
herapy/UCM585417

Yes

Sec. 3034 of the
21st Century
Cures Act

N/A

Nonbinding Feedback After Certain
Food and Drug Administration
Inspections of Device Establishments
- Draft Guidance for Industry and
Food and Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM631397

16 Q2 2/19/2019 No

Yes

Sec. 702 of
FDARA (Sec.
704 of the FD&C
Act)

A-List

Acceptance and Filing Reviews for
Premarket Approval Applications
(PMAs) - Guidance for Industry and
17 Q2 |Food and Drug Administration Staff 2/21/2019 Yes
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM313368

No

N/A

N/A

Refuse to Accept Policy for 510(k)s -
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM315014

18 Q2 2/21/2019 Yes

No

N/A

N/A
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Related to the Required by Statutory or
Quarter Date Process for Statute or Commitment

Title & Website Link A/B List

# Issued Issued the Review of Commitment | Letter Citation
Devices Letter (if applicable)

Implanted Brain-Computer Interface
(BCI) Devices for Patients with
Paralysis or Amputation - Non-clinical
Testing and Clinical Considerations -
19 Q2 |Draft Guidance for Industry and Food | 2/25/2019 Yes No N/A B-List
and Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM631786

Release of ORA Laboratory Analytical
Results to the Responsible Party:

20 Q2 |Guidance for FDA Staff 3/1/2019 No No N/A N/A
www.fda.gov/Regulatorylnformation/
Guidances/UCM633645

Medical Devices Containing Materials
Derived from Animal Sources (Except
for In Vitro Diagnostic Devices) -
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/MedicalDevices/Device
RegulationandGuidance/GuidanceDo
cuments/UCM381491

A Risk-Based Approach to Monitoring
of Clinical Investigations Questions
and Answers: Draft Guidance for
Industry

224 Q2 |www.fda.gov/regulatory- 3/15/2019 Yes No N/A N/A
information/search-fda-guidance-
documents/risk-based-approach-
monitoring-clinical-investigations-
questions-and-answers

Review and Update of Device
Establishment Inspection Processes
23 Q2 |and Standards Draft Guidance 3/29/2019 No Yes
www.fda.gov/Regulatorylnformation/
Guidances/UCM634774

Technical Considerations for Non-
Clinical Assessment of Medical
Devices Containing Nitinol: Draft
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/technical-considerations-
non-clinical-assessment-medical-
devices-containing-nitinol

Technical Performance Assessment
of Quantitative Imaging in Device
Premarket Submissions: Draft
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/technical-performance-
assessment-quantitative-imaging-
device-premarket-submissions

21 Q2 3/15/2019 Yes No N/A N/A

Sec. 702 of
FDARA (Sec.
704 of the FD&C
Act)

N/A

24 Q3 4/19/2019 Yes No N/A N/A

25 Q3 4/19/2019 Yes No N/A N/A
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Related to the Required by Statutory or
Quarter Date Process for Statute or Commitment

Issued Title & Website Link Issued the Review of Commitment | Letter Citation A/B List

Devices Letter (if applicable)

Compliance Policy for Combination
Product Postmarketing Safety
Reporting: Immediately in Effect
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/compliance-policy-
combination-product-postmarketing-
safety-reporting

Surgical Staplers and Staples for
Internal Use - Labeling
Recommendations: Draft Guidance
for Industry and Food and Drug
Administration Staff
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/surgical-staplers-and-
staples-internal-use-labeling-
recommendations

Characterization of Ultrahigh
Molecular Weight Polyethylene
(UHMWPE) Used in Orthopedic
Devices: Guidance for Industry and
Food and Drug Administration Staff
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/characterization-ultrahigh-
molecular-weight-polyethylene-
uhmwpe-used-orthopedic-devices
Recommended Content and Format
of Non-Clinical Bench Performance
Testing Information in Premarket
Submissions: Guidance for Industry
and Food and Drug Administration
29 Q3 Staff 4/26/2019 Yes No N/A N/A
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/recommended-content-
and-format-non-clinical-bench-
performance-testing-information-
premarket

Unique Device Identification:
Convenience Kits : Guidance for
Industry and Food and Drug
Administration Staff
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/unique-device-
identification-convenience-kits

26 Q3 4/21/2019 No No N/A N/A

27 Q3 4/24/2019 Yes No N/A A-List

28 Q3 4/26/2019 Yes No N/A N/A

30 Q3 4/26/2019 No No N/A B-List
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Related to the Required by Statutory or
Quarter Date Process for Statute or Commitment

Title & Website Link A/B List

# Issued Issued the Review of Commitment | Letter Citation
Devices Letter (if applicable)

Requests for Feedback and Meetings
for Medical Device Submissions: The
Q-Submission Program: Guidance for
Industry and Food and Drug Section Il.A. of
Administration Staff 5/07/2019 Yes Yes the MDQFA \Y A-List
www.fda.gov/requlatory- Commitment
information/search-fda-guidance- Letter
documents/requests-feedback-and-
meetings-medical-device-
submissions-g-submission-program
Classification and Requirements for
Laser llluminated Projectors (LIPs)
(Laser Notice No. 57): Guidance for
Industry and Food and Drug
Administration
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/classification-and-
requirements-laser-illuminated-
projectors-lips-laser-notice-no-57
Laser Products - Conformance with
IEC 60825-1 Ed. 3 and IEC 60601-2-
22 Ed. 3.1 (Laser Notice No. 56):
Guidance for Industry and Food and
Drug Administration Staff

33 Q3 |www.fda.gov/regulatory- 5/08/2019 No No N/A N/A
information/search-fda-guidance-
documents/laser-products-
conformance-iec-60825-1-ed-3-and-
iec-60601-2-22-ed-31-laser-notice-
no-56

Medical X-Ray Imaging Devices
Conformance with IEC Standards:
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/medical-x-ray-imaging-
devices-conformance-iec-standards
Policy Clarification for Certain
Fluoroscopic Equipment
Requirements: Guidance for Industry
and Food and Drug Administration
35 Q3 [Staff 5/08/2019 Yes No N/A N/A
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/policy-clarification-certain-
fluoroscopic-equipment-requirements
Utilizing Animal Studies to Evaluate
Organ Preservation Devices:
Guidance for Industry and Food and
Drug Administration Staff
www.fda.gov/requlatory-
information/search-fda-guidance-
documents/utilizing-animal-studies-
evaluate-organ-preservation-devices

31 Q3

32 Q3 5/08/2019 No No N/A N/A

34 Q3 5/08/2019 Yes No N/A B-List

36 Q3 5/08/2019 Yes No N/A B-List
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Related to the Required by Statutory or
Quarter Date Process for Statute or Commitment

Title & Website Link A/B List

# Issued Issued the Review of Commitment | Letter Citation
Devices Letter (if applicable)

Mouse Embryo Assay for Assisted
Reproduction Technology Devices
www.fda.gov/regulatory-

37 Q3 |information/search-fda-guidance- 6/13/2019 Yes No N/A N/A
documents/mouse-embryo-assay-
assisted-reproduction-technology-
devices

Testing for Biotin Interference in In
Vitro Diagnostic Devices: Draft
Guidance for Industry

38 Q3 |www.fda.gov/regulatory- 6/13/2019 Yes No N/A N/A
information/search-fda-guidance-
documents/testing-biotin-interference-
vitro-diagnostic-devices

Clinical Investigations for Prostate
Tissue Ablation Devices: Draft
Guidance for Industry and Food and
Drug Administration Staff 6/26/2019 Yes No N/A N/A
www.fda.gov/regulatory-
information/search-fda-guidance-
documents/clinical-investigations-
prostate-tissue-ablation-devices
Marketing Clearance of Diagnostic
Ultrasound Systems and
Transducers: Guidance for Industry
and Food and Drug Administration
Staff

www.fda.gov/regulatory-
information/search-fda-guidance-
documents/marketing-clearance-
diagnostic-ultrasound-systems-and-
transducers

39 Q3

40 Q3 6/27/2019 Yes No N/A N/A
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Public Meetings

Pursuant to section 738A(a)(1)(A)(iii) of the FD&C Act, public meetings that are related to the
process for the review of devices are listed in the table below.

Table 2: Public Meetings Held on Topics Related to the Process for the Review of Devices for FY

2019
Required by
Date Held . Statute or
Commitment
Letter
1 Q1 Remanufacturing and Servicing Devices Public Workshop 1%1/?/12/(2)(1)?§0 No
> Q2 Content of Premarket Submissions for Management of 1/29/2019 to No
Cybersecurity in Medical Devices 1/30/2019
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